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1 The appUcant is hereby notified that this International Prehminary Exaniming Authority transinits herewith tiie 
iBtemational preliminary examination report and its annexes, if any. estabUshed on the mtemaUonal apphcation. 

2. A copy of the report and its annexes, if any, is being transmitted to the International Bureau for communication 
to all the elected Offices. 

3 Where required by any of the elected Offices, doe hitemational Bureau will prepare an English ttanslation of the 
report (but not of any annexes) and wUl transmit such translation to those Offices, 

4. REMINDER 

The appUcant must enter the national phase before each elected Office by perfonning certain ^^^^^^ 
tiansl^ons and paying national fees) within 30 montiis from the priority c^te (or later m some Offices) (Article 
39(l))(see also the reminder sent by die International Bureau witii Form PCT/IB/301). 

Where a translation of the international apphcation must be finnished to an elected Office tiiat translation must 
contain a translation of any annexes to the mtemational prehminary exammation report. It is die apphcant s 
responsibihty to prepare and fiimish such translation directiy to each elected Office concerned. 

For further detaUs on die appUcable time limits and requirements of die elected Offices, see Volume H of die 
PCT AppUcant's Guide. 
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International application No. 
PCT/US03/38783 



International filing date (day/month/year) 
05 December 2003 (05. 12.2003) 



Priority date (day /month/year) 
04 April 2003 (0^.04.2003) 



Iniermtional Patent Classification (IPC) or national classification and IPC 
1PC(7): C12Q 1/68; C12P 19/34 and US CI.: 435/6, 91.2, 91.51 



Applicant 

ROCHE DIAGNOSTICS GMBH 



1. 



This international preliminary examination report has been prepared by tiiis International Prehminary 
Examining Audiority and is transmitted to the apphcant according to Article 36. 



This REPORT consists of a total ofJ2. sheets, includmg this cover sheet. 

I I This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings 
which have been amended and are the basis for this report and/or sheets containing rectifications made 
before this Authority (see Rule 70. 16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 



This report contains indications relating to the following items: 
Basis of the report 



I 


12<J 


n 


□ 


m 


□ 


IV 


□ 


V 




VI 


□ 


vn 


□ 


vm 


□ 



Reasoned statement under Article 35(2) with regard to novelty, mventive step or industrial 
apphcabihty; citations and explanations supporting such statem^t 



Date of submission of the demand 
08 June 2004 (08.06.2004) 



Date of completion of this report 
03 September 2004 (03.09.2004) 
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P.O. Box 1450 

Alexandria, Virginia 22313-1450 
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INTERNATIONAL PREL 



International a^^^Ei 

oIKrY examination report PCT/US03/38^^ 



kion No. 



I. Basisof the report 



1 . With regard to the elements of the international j^lication: * 
the international application as originally filed. 



^ the description: 

pages 1:23 , as originally filed 

pages NONE , filed with the demand 

pages none , filed with the letter of 

the claims: 

pages 24 and 25 , as originally filed 

pages NONE , as amended (together wiCh any statement) under Article 19 

pages NONE , filed with the demand 

pages NONE , filed with the letter of ^ . 



^ the drawings: 

pages 1 r as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with the letter of _ 

^ the sequence listing part of the description: 

pages 1:3 ^ as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with the letter of ^ 



^u^wu ' ^ 

' With regard to the langpage, all the elements marked above were available or fiimished to this Authority in the 
language in wbidi the international appUcation was filed, unless otherwise indicated under this item. 

These elements were available or fiimished to this Authority in the following language which is: 

I I the language of a translation fiimished for the purposes of international search (under Rule23.1(b)). 
I I the language of pubUcation of the international appUcation (under Rule 48.3(b)). 

[~] the language of the translation fiimished for the purposes of international preUminary examination(under Rules 
55.2 and/or 55.3). 

3 With regard to any nucleotide and/or amino acid sequence disclosed in the international appUcation, the 
international preliminary examination was carried out on fiie basis of the sequence Usting: 
1^ contained in the international application in printed form. 

filed together with die international appUcation m computer readable form. 
I I fiimished subsequendy to tiiis Authority in written form. 
I I fiimished subsequendy to tiiis Authority in computer readable form. 

□ The statement tiiat the subsequendy fiimished written sequence listing does not go beyond the disclosure in the 
international appUcation as filed has been furnished. 

□ The statement that the mformation recoided m computer readable form is identical to die written sequence Usting 
has been furnished, 

4, Q The amendments have resulted in the cancellation of: 

I I the description, pages NONE 
I I the claims, Nos. NONE 
' EZl ^ drawings, sheets/fig NONE 

5 . □ This report has been estabUshed as if (some of) the amendments had not been made, since they have been considered to go 

beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 
* Replacement sheets which have been furnished to the receiving Office in response to an invitation imderMe M are r^enedto in 
this ret)OTt as "originally filed" and are not annexed to this report since they do not contain amendments ^ides 70J6and 70,17). 
** Ar^replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 
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V. Reasoned statement under Ride 66.2(a)(ii) with regaid to novelty, inventi^^ r industrial appUcabiUty; 
citations and explanati ns supporting such statement • 



1. STATEMENT 

Novelty (N) 

Inventive Step (IS) 

Industrial Applicability (lA) 



Claims 
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Claims 


NONE 


NO 


Claims 


1-8 


YES 


Claims 


NONE 


NO 
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Claims 


NONE 


NO 



2, CITATIONS AND EXPLANATIONS . ^. ^ r u« tr i.- tt - -t. 

Claims 1-8 meet the criteria set out in PCT Article 33(2)-(3), because the prior art as exempbfied by The Johns Hopkms Umversity 
rWOQ2/070728 A2) does not teach or fairly suggest a method for analyzing "the presence of a bactenal pathogen m a clmical 
sanq)le- con^rising determining whether the quantity of a pathogen-specific sequence exceeds a "predetermmed cut off value" m 
total nucleic acid, total DNA or total RNA of the clinical sample. 

aaims 1-8 meet the criteria set out in PCT Article 33(4), and thus have industrial wlica^Uity because the subject matter claimed 
can be made or used in industry. 
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